P0600703
HbA1caxbO—Jbtzv b
AR RREAE

BAEATIEAOSERE. JE50ORBHAFLETHEZE,

201554 %ET

1. LIS

HbA1ca rO—ILtyMIERYV—B#IVIANES/OE SHEHI LB R
ERAc(s-Arc) AIED 1= DREEEARATT, BIRVICDOWTIZ
TOERRCSFEHEORY-BHT)INE/ O ST OEREREE
BEIBFTADIA, TIBRRIZE,

COHRIEUTOEY—-BE8TUIANETOE L AMEATCERT S
TEET,

m & i = m & i 2

0019327 HLC-723°G7 0022980 HLC-723G9

0019757 HLC-723G7 LA 0023130 HLC-723GX

0021560 HLC-723G8 0023850 HLC-723G11

0021674 HLC-723G8 LA 0023851 HLC-723G11 LA
2. ZERDRIC

ZABRERUHEERIBLTEE, T—REr538 8 I3EBL
BOWTHHEEETIEBILN,

DEIZ, RTORFEN A>TOETOTIHIBEEN,

» MIKFHEAS 188

.3 B
1) ZOMURIE. BRV—HEJUANEIOEL DS ERORTEE
Atc(s-Atc) BIED - DS EEIEARFI T, FhUSDOEE

ICIAEATEE R A,

2) (ERRGBE LD PREE—75B =158, #FEALEWT
{7E&LY,

3) BRBOAREABRETIRSICE. —KBERERHL T2~
8 ‘CTIRIFL T Z&LY, :

4) BEBOKFZERBRETIHEICE. —ABRBEHLT
—20 "CEIF TIRTEL T &L,

5) FERELARRISEERSE, BICEHAL TG,

6) FRABELENFENL, ATEHRIIHEESIZEErHYE
TOT, FEELDOEERL TR,

7) COHERIE, 2BEDRELBHDbA1(%) ELHBEIICENDE,S
SRR, FEERLEBDTT, ZONGQIIHBSHE. HIVHLEE,
HCVIFIZDWTDRER R IIEMTTH . BURWICOWTIL
BEOMARBERDTEEIL-> TS,

8) BHoTHYOIR A-BERUEMICAELERICHKTHS
FOMTHEDIEBMBEITV. DEFHNIEMDF L TES

FTLIEELY,
4. ZAB
m & MNEBH BB
0021974 HbA1cIhO—ILtzyh 0.5 mL x 4 7K x 2f&4F

BRBEOBATI/OCEIREIIH40g/L (4g/dL) T,
5 MEm&
m &
HbA1c¥+UTL—5tyh(J) 0018198
6. RERUREM
1) REAHOHERIL2~8 CICERTELTLZEW, N7 NICTRFE
TWAERHRETRETT,
2) BEEEOERIL. 2~8 *CT7HM. —20 °CIU T CI0RARIRE T,
3) {EEHARR : 20194098

7. BERE
Lot No. AB7050

LA LA~V 2
HbA1c (NGSP) 49 +0.3 10.0 +0.5
(%) Rl Rl
HbA1c (JDS)
%) 46 +0.3 9.6 +0.5

NGSP : National Glycohemoglobin Standardization Program
JDS : BA#ERFF % (Japan Diabetes Society)

SO, TERORENEDONGSPEEEEIERMIETTVET,

FRELH4RT b 4 OyhES
—3t) REEFITEY) TR HbA1c AIER JCCRM411-3
(ReCCS) —REERFHEMSYE | (JDS Lot5)

R NIDSEENDERIFTRICTRINET,
NGSP1E (%)=1.02 x JDS&E (%) + 0.25

JDSEM(HIL, FEFRHR, Vol.54, No.12, 2012 [EELBHSHE] 1T
HEh TV aEX4ERLTEELEL:,
JDS1# (%) =0.980 x NGSP{& (%) — 0.245

BARRRFASOIEEICLY, BERKICSVTE2012F4R &0
NGSPIEFEAEhTWET, S/, HEMD - RIBERICHL TH.
2013F4ALNGSPIEDERAT BIASh TOET,

SERER. RV—-BHTVINEI/OECARETORERERNBEL
ERTONTY, o RAMERAEREROFENBLEE®RTIHOT
RalEHA, AERROBEEBIRIBRIEICREL THHE,

(&)
PERAROSBEEHEECETIZRESRE (EFRRIEREISAR).
FEERTR55 : 485-504, 2012

8. A W

1) PAIFpyTERTL, ThFry TEXRRETET, ZTORR,
RBRMHPREL BV EIITERL TS,

2) FBEK0.5 mLEMA. ABRWMETLICEBLET, (—RBH)

3) BRBEORAE—CT B30T LFryTELEE, BONICE
FELRFIL, =R (#925 °C) 230 HREMEL TEALY,

4) RIECRL T, 10. AIEDRICHEV—RBBLAXRESS
ICHE UK T (I A, BAIL A M10 uLICH U R K
500 pL) ICF IR (ZRFEAR) L THREAL TS,

9. REBREHZE
BRMBOARDERERETIIES I, BHAELESREFEALT]
P&V, BENET/OF2—FIRELTRBETIEESTHOLET, —
KBRBH, BBICLUTOFIBICREVEBIETEEN,
1) ?170F1—FICARESELET, B : vr7QF2—TICAK
fRE10 pL 33ELET.)
2) —20 °CLITOAREICHELI-ARDEREFELET,

RIS ARG ERTETIIREICIE. KITOFIBICHE-TEE,
1) AREISARERIBLET,
2) BRICKHEL. Ts2lCRBsEET,
3) AECELTIE. 10 AIEDEICHOBEL AR ESS (OB
KTHE (FlAE, BRBLAATH10 pLIH U EIK500 L) ic
FIR(CRBRE) L TERAL TN,

10. Al T

—RBBEOARERETHHEICIE, HEKTIERR(CRE
BR)L., ZHEHICEZEE. h74, BEHBROBMKBFC#YL. FR
HRELTRIEL T N,

[Auv&bh+sk]

B/ - E4 vz
HAGT—HR—pz 42—

T252-1123 #WE|||BiEMER 227431
TY—H14L° 0120-17-1200

TEL. (0467)76-5384

FAX. (0467)79-2550



P0600703

Instructions For Use - c €
Hemoglobin A1c Control Set

Revised in October, 2016
1. Introduction

This Hemoglobin A1c Control Set has been designed exclusively
for the quality control of Tosoh Automated Glycohemogiobin
Analyzers, Standard Analysis Mode and Variant Analysis Mode.
This product is intended for evaluation and monitoring of the
performance of HbA4; assays on those analyzers by being
assayed as samples.
This product consists of two levels of HbA+c (% or mmol/mol) to
cover the clinically significant range for diabetes control.

2. Prior to Use .
Inspect the packing and the exterior of the vial for any signs of
damage prior to use. If any damage is visible, contact your local
Tosoh sales representative.
Confirm that the following document is included in the package.

Instructions For Use (this document) 1 copy

3. Warnings and Precautions

1) This product is for in vitro diagnostic use only.

2) This product is intended for use on Tosoh Automated
Glycohemoglobin Analyzers (HLC-723®G7, HLC-723GS8,
HLC-723GX and HLC-723G11), Standard Analysis Mode and
Variant Analysis Mode.

3) After reconstitution, the product must be tightly sealed and
stored in an upright position at 2 - 8 °C.

4) The reconstituted product can be stored under freezing
condition. In such a case, it must be frozen immediately after
reconstitution.

5) Repeated freeze-thaw cycles must be avoided.

6) In case an erroneous result is obtained with the reconstituted
and frozen product, use another vial of the product freshly
reconstituted. .

7) Human blood used in the preparation of this product has been
tested by FDA-approved methods and found negative for the
presence of HBsAg and antibodies to HCV and HIV-1.
Because no test method can offer complete assurance that
products derived from human blood will not transmit infectious
agents, it is recommended that this product be handled with
the same precautions as used for patient specimens.

8) Do not use this product beyond the expiration date.

9) In case of accidental ingestion, rinse the mouth and throat with
excess water and immediately call for medical attention.

10) For safe waste disposal, it is recommended that each
laboratory complies with established laboratory procedures
and local, state, and federal regulations.

4, Content

Catalogue
No.
0021974 Hemoglobin A1c | HbA1c Control Level 1 : 4 vials x 0.5 mL

Control Set HbA1¢ Control Level 2 : 4 vials x 0.5 mL

This product has been prepared from human blood cells with two
significant level of HbA+¢ (% or mmol/mol) and lyophilized. The
total hemoglobin concentration is about 40 g/ L (4 g/ dL) after
reconstitution.

Description Package content

5. Related Components
Catalogue No.
Hemoglobin A1c Calibrator Set 0018767

Traceable to the IFCC reference method. The NGSP values are
assigned using the Master equation (See Section 7 below).

6. Storage and Stability

1) Before opening, Hemoglobin A1c Control Set should be stored
at2-8°C. ”

2) The product is stable for 7 days after opening or reconstitution
provided that the vial is kept tightly sealed and refrigerated at 2
-8°C.

3) When the product is frozen after reconstitution, it should be
stored at — 20 °C or below. Then, it will be stable for up to 30
days.

4) The expiration date for this product is shown below.
Expiration date : 2019-09 (YYYY-MM)

. Assigned Values

Lot No. AB7050

Level 1 Level 2
IFCC aligned value
(mmol/mol) 30 £3 86 5
NGSP aligned value (%) 49 +0.3 10.0 +0.5
IFCC: International Federation of Clinical Chemistry and
Laboratory Medicine

The IFCC aligned values are traceable to the IFCC
reference method.

NGSP : National Glycohemoglobin Standardization Program
The NGSP aligned values were calculated using the
following conversion equation (Master equation) from the
IFCC aligned values:

NGSP (%) = 0.09148 x I[FCC (mmol/imol) + 2.152

Ref. : Geistanger A. et al. Statistical Methods for
Monitoring the Relationship between the IFCC
Reference Measurement Procedure for
Hemoglobin A1c and the Designated Comparison
Methods in the United States, Japan, and
Sweden. Clin Chem 2008; 54: 1379-1385.

The assigned values are specific to each lot of the product. The
observed values may vary during the life time of the product and
may depend on the used instrument and reagents. Each
laboratory should establish its own criteria for acceptable range of
variations.

. Preparation

1) Tear off the metal seal with plastic flip top and carefully remove
the rubber cap.
(NOTE) A sudden rush of air can result in a loss of lyophilized
material.

2) Using volumetric pipettes, accurately reconstitute the
lyophilized material with 0.5 mL of purified water.

3) Place the removed cap at step 1) on the vial and let the
material stand at room temperature for 30 minutes.

4) Swirl gently but thoroughly before use to ensure homogeneity.

5) Dilute the reconstituted product with purified water by 51 times
(10 pL of the reconstituted product to 0.5 mL of purified water)
before performing the assays.

. Long Term Storage Procedure

When the reconstituted product is stored at — 20 °C or below, it
will remain stable for up to 30 days. The reconstituted product
must be frozen immediately after reconstitution.

1) It is recommended that the reconstituted product is frozen by
being dispensed into plastic tubes.

2) After dispensing, the tubes should be tightly sealed and
immediately frozen at — 20 °C or below.

3) Prior to assay, slowly bring the frozen product to room
temperature, and wait until it completely thaws. After that,
dilute it with purified water by 51 times (10 pL of the thawed
product to 0.5 mL of purified water) and gently mix it.

4) Repeated freeze-thaw cycles must be avoided.

10. Assay Procedure

After reconstitution and dilution, the Hemoglobin A1c Control Set
should be treated in the same manner as an unknown patient
specimen manually diluted. It should be analyzed on a Tosoh
Automated Glycohemoglobin Analyzer following the instructions in
the Operator’'s Manual.
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A7 ibi: 4560, Kaisei-cho, Shunan, Yamaguchi 746-8501, Japan
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Symbols on the product labels

Ce

Authorized

representative in the
European Community

European Conformity Manufacturer

REF IVD [1i]

Catalogue number In vitro diagnostic

Consult instructions

{/ Part number medical device for use
Use-by date Batch code / A
/ Use by Lot number Temperature limitation
NET Mfg. site r\fv\r
Net volume
e Actual Date of
(after reconstitution for : :
lyophilized material) manufacturering site manufacture
TOSOH
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HAHMRS 3-8-2 T105-8623
TEL (03) 5427-5181 FAX (03) 5427-5220

sl  TOSOH CORPORATION
BIOSCIENCE DIVISION

Shiba-Koen First Bldg.
3-8-2, Shiba, Minato-ku, Tokyo 105-8623, Japan
Phone: +81 3 5427 5181 Fax: +81 3 5427 5220

TOSOH EUROPE N.V.

Transportstraat 4
B-3980 Tessenderlo, Belgium
Phone: +32 13 66 88 30 Fax: +32 13 66 47 49

This manual may not be reprinted or copied In whole or in part without written consent of Tosoh Corporalion.

The conlents of the manual are subject to change without notice,
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